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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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7) 0 Claim(s) is/are objected to. 
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Application Papers 
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DETAILED ACTION 

Receipt is acknowledged of Applicants' Amendments and Remarks filed 18 July 
2008. The Examiner acknowledges the following: 

Claims 3 and 9 as well as non-elected claims 2, 1 1 and 12 are acknowledged by the 
Examiner as having been cancelled. 

Claims 1, 4-8 and 10 have all been amended. Where support for the amendments was 
not expressly provided, it was found either within Applicants' disclosure and/or originally 
filed claims. For example the limitations amended into claim 1 derive their support from 
cancelled claims 3 and 9. 

The Examiner acknowledges that no new matter has been added to the claims. 

No claims have been added. 

Thus, claims 1, 4-8 and 10 now represent all claims currently under consideration. 

Information Disclosure Statement 
No new Information Disclosure Statement (IDS) have been submitted for 
consideration. 

Withdrawn Objections/Rejections 

Objection to the Specification 

Applicants' amendments to both the Abstract and Title of the Invention renders moot 
their objection. Thus, said objections have been withdrawn. 
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Rejection under 35 USC 1 12 

Applicants' amendments removing the phrase, "solid solution" from claim 1, and 
clarifying the language regarding the second drug in claim 2, render moot the rejections to 
claims 1 and 2, under 35 USC 1 12, second paragraph. Thus, said rejections have been 
withdrawn. 

Rejection under 35 USC 102(b) 

Applicants' amendments to the instant claims, namely claims 1 and 10, render moot 
the rejection to claims 1 and 3-10 under 35 USC 102(b) as being anticipated by Timmins et al. 
(USPN 6,031,004). Thus, said rejection has been withdrawn. 

Maintained Rejections 
The following rejections are maintained from the previous Office Action dated 22 
February 2008: 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining obviousness 
under 35 U.S. C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, and 3-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Timmins et al. (U.S. Patent 6,031,004) in view of Cutie et al. (WO 91/82875). 

The instant claims are drawn to a method of producing a coated preparation that 
comprises a coating dispersed with pioglitazone hydrochloride in an organic solvent as well as 
a coating base which is soluble in said organic solvent, as described above. Dependent claim 
8 further defines the organic solvent of claim 1 as ethanol and claim 9 further limits the 
"coating base soluble in organic solvents" to polyvinylpyrrolidone (PVP). 

Timmins et al. teaches the preparation of coated formulations of metformin salts 
(Examples -10, col. 2, lines 26-33), where the tablet cores also include a coating layer which 
further one or more film-formers or binders (col. 5, lines 38-43). Binders taught include 
polyvinylpyrrolidone (col. 5, lines 15-17). The film formers of the coating are taught to be 
applied from a solvent system containing one or more solvent such as ethyl alcohol (col. 5, 
lines 53-55). Timmins also teaches that the thiazolidinedione oral anti-diabetic agent 
pioglitazone is employed in combination with the metformin salt (col. 3, lines 59-64). 
However, pioglitazone is not expressly taught as a coating or as being dispersed within the 
coating of the dosage. 
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Cutie et al. teaches a method for producing a combined formulation of pioglitazone 
and metformin, as described above, wherein pioglitazone is taught to be deposited on at least 
a portion of a surface of the core. 

In view of the combined teachings of the prior art, one of ordinary skill in the art 
would have been motivated to shift the position of the pioglitazone hydrochloride within the 
composition from being generally combined with metformin salts, as practiced by Timmins et 
al, to being dispersed within the coating that surrounds the metformin salt core, as practiced 
by Cutie et al. with a reasonable expectation of manufacturing a coated dosage form capable 
of delivering dual anti-diabctic active ingredients to diabetes patients. Such would have been 
obvious in the absence of evidence to the contrary because Cutie et al. teach that the creation 
of a formulation where both medicaments create a synergistic effect with one another to 
manage diabetes (pg. 1, lines 16-19). It is also taught that variation in the resulting coated 
core formulation may serve to alter the release profile of the dosage, thus extending the time 
period of a patient's single dosage treatment. 



Response to Arguments 

Applicants' arguments with regard to the rejection of clams 1, 4-8 and 10 under 103 
over Timmins in view of Cutie et al. have been fully considered but they are not persuasive. 

Applicant argues that Timmins "does not disclose polyvinylpyrrolidone used as a base 
in an organic solvent coating", that "Cutie does not teach at all the dissolution property of 
pioglitazone hydrochloride" and that neither Timmins nor Cutie suggest such a property. 

First, in response, the Examiner agrees with Applicants on the point that Timmins 
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does not disclose polyvinylpyrrolidone (PVP) as a base in an organic solvent. However, the 
Examiner respectfully submits that Applicants' instant claims 1 and 10, as amended, do not 
clearly recite the inclusion of PVP as a part of the coating composition. The instantly 
amended claims recite a method for producing a coated preparation, which comprises an 
active agent-loaded core with a dispersion of pioglitazone hydrochloride in an organic 
solvent, and which contains PVP. Applicants have not clearly recited which part of the 
composition comprises PVP: the core or the coating. Thus, given their broadest reasonable 
interpretations, claims 1 and 10 are interpreted by the Examiner as now reciting the presence 
of PVP anywhere within the composition. Given the amendment and the Examiner's 
interpretation thereof, the combined teachings of Timmins and Cutie continue to read on the 
rejected claims. 

Secondly, in response to Applicants' arguments that the references fail to address 
certain features of Applicants' invention, it is noted that the features upon which Applicants 
rely (i.e., dissolution properties) are not recited in the rejected claims. Although the claims 
are interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
Furthermore, had the rejected claims contained limitations reciting dissolution properties of 
pioglitazone, said limitations would have been read upon by any teaching of the composition, 
absent any distinguishing evidence to the contrary. Thus, as Applicants have provided no 
such evidence and the above rejection teaches and suggests the method for producing the 
pioglitazone-coated composition, said properties are considered as having been taught as well. 
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For these reasons, Applicants' arguments are found unpersuasive. Said rejection is 
therefore maintained. 

All claims still under consideration remain rejected; no claims are allowed. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant to 
37 CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey T. Palenik whose telephone number is (571) 270-1966. 
The examiner can normally be reached on 7:30 am - 5:00 pm; M-F (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access 
to the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 



/Jeffrey T. Palenik/ 
Examiner, Art Unit 1615 



/MP WOODWARD/ 
Supervisory Patent Examiner, Art Unit 1615 



